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AUTOMATIC LIQUID PACKAGING, INC.

July 20, 1999 2200 LAKE SHORE DRIVE  WOODSTOCK., ILLINOIS 60098-7498 USA
TELEPHONE 815 338 9500  FACSIMILE 815 338 5504
http//www.alp-bfs.com

Food and Drug Administration
5630 Fishers Lane Room 1061
Rockville, MD 20852

RE: Application for Exemption from 21 CFR 201.66 (OTC Labeling Format)
Artificial Tears

To Whom it may Concern:

Automatic Liquid Packaging Inc., (ALP) is a Contract Manufacturer of OTC Ophthalmic Eye
Care Products, located in Woodstock, Illinois. We contact manufacture for retail companies

such as Rite Aid, Walgreen’s, Sentry, etc.

For approximately 8 — 10 years we have been manufacturing and distributing a line of eye
drops manufactured by our internal Personal Care division of ALP in 0.5 and 1.0 fluid Ounce
Sizes. This line of products is in compliance as outlined in 21 CFR 349. The line consists of

the following:

PRODUCT NAME ACTIVE INGREDIENT
Artificial Tears Polyvinyl Alcohol
- (a demulcent)
Povidone

(a demulcent)

All the active ingredients conform to USP and are in compliance to the percents of Active
Ingredients allowed in 21 CFR 349.

Automatic Liquid Packaging, Inc., is requesting an Exemption from the labeling requirements
as described in Federal Register published March 17, 1999 entitled “Over-The-Counter
Human Drugs; Labeling Requirements” for our 0.5 and 1.0 Fluid Ounce size container box.
The reason for this is that when all the Agency required labeling statements are included on the
back panel in the new format and Helvetica type size, there is no room for the additional FDA

labeling requirements.

Please refer to the attached copies of the carton and immediate container labeling that is
included in this Application. Note the Helvetica type size and arrangement of the required
statements on the Principle Display Panel.
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In addition, note the placement of statements such as Storage requirements, Manufactured by,
Bar coding, Tamper evident, and Eye Drop Container opening instructions Statements such as
this also must appear on the outside package.

As such, Automatic Liquid packaging requests an exemption from the Helvetica Labeling letter
size requirements, as described in 21 CFR 201.66 (OTC Labeling Format) for the above
mentioned Ophthalmic drops for our 0.5 and 1.0 fluid ounce size.

As mentioned previously in the Request for Exemption, ALP is a Contract Manufacturer of
OTC Ophthalmic Eye Drops for many Retail Distributors. If the Agency will allow the
requested modifications to the Principle Display Panel as attached, we also request approval
for the retail distributors we manufacture the same ophthalmic product line. These distributors
~ are detailed in the list attached to this letter. As you could imagine, from time to time, ALP
will aquire a new distributor. If the Agency allows the modified text for our in-house “Your
Choice” line, as well as our current list of distributors, we respectfully request that any new
distributors we add be allowed these same modifications. ALP commits that the information
included on the Principle Display Panel and side panels would be identical as shown in the
Attachments for all present and future distributors we manufacture this eye drop line.

Please contact me at (815) 338-9500 with any questions, or if you require any additional
information.

Sincerely,

AUTOMATIC LIQUID PACKAGING, INC.

John Brda
Regulatory Affairs Manager

c Al Rothchild



.5 Oz. Artificial Tear Eve Drops

F Logo
Sterile

Artificial
Tears
I

» Lubricant Eye Drops

5 fl. oz. (15 mL)

N

INDICATIONS: for the femporiy reiel of buming and ¥rRation dise ;\
dryness of the eye
DIRECTIONS. instil 1 or 2 thogs In the affected eye(s} a5 needed
FOR USE W THE EVES ONLY.

WARNINGS: Befare using with childen under § years of age. consuk
your physician. Keep this and all drugs out of the reach of chidren. In
case of accidental Ingestion, seek professional assistance or contact ¢
Potsan Controt Center immediately Note warmings on box
Active Ingradiants: Polyvinyl Akcohol, 1.4% and Povidone § 6%
Wnactive Ingredients: benralkonium chioride, FOTA. purtfied wate:, sodi-
um chioride, sodium phosphate monobasic and dibasic
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: ¥ TAMPER EVIDENT CAP 1S REMOVED, DO NOT USE.
Distributed by o Manufactured by

AE03-13-0000 _/




1 Oz. Artificial Tears Eve Drops

Logo

Artificial
Tears
]

« Lubric nt Eys Deops

11l oz. (30 mL)

INDICATIONS: Fol the temporary reked of discomion from manor eye\
irritations. Rekieves redness of the eye due to Mminoc eye irrkations.
DIRECTIONS: Atstil 1 tg 2 dkops in the afected eyels) s needed.

FOR USE IN THE EYES DMLY,
WARNINGS: Before using with children under 6 years of age, consult
your physician, Keep this and o drugs Dut of the reach of chidren. in
case of el ingestion, seek professional assistance or contact a
Poison Controt Center immediatety. Nate warnings on box,
Acive ngradionts: Potyvinyl Aicahol 1.4% and Povidone 0.5%
Inactive ingredients: benzakonium chioride. EDTA, purified water, sodi
um chioride, sodium phosphate monabasic and dibasic
KEEP CONTAINER TICHTLY CLOSED.
TAMPFR FYIOENT: F TAMPER EVIDENT CAP 1S REMOVED, DO NOT USE

Disrouted by of Mamufactured by:
A[ONHXXX)j
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Artificial Tears

Artificial
Tears
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Artlflclal

STERILE .

LUBRICANT EYE DROPS

» Relieves Dry Eye Feeling

» Relieves Minor Eye
Irritation

» Lubricant Eye Drops

TO OPEN BOTTLE:
Twist tamper evident
top until loose, lift and
discard. Tum itner cap
in counterclockwise
direction to use srod-
uct.

STORAGE: Store at
room 15°
to 30°C (59° to 86°F).

—-12.6 pt. Helvetica Bold

benzalkorum chioride, EDTA, purified water,
sodium chloride, sodium phosphata
monobasic and dibasic.

g
'|\Drug Facts Pl
' active ingredients Purpose H g+ -——-—{— 7.2 pt. Heh
') poyvinyt lcopot 1.4%. ... ... Demuicemt § |, .
il 0.6% o T 5.4 pt. Heh
. : .
|} Uses [
i W Relieves redness of the eye due to minoraye - | l
! irrtations. k SIS
| | ® For use as a protectant against further i ! 1 54 pt Hel\
- irrtation of to relieve dryness of the aye. | 4
| 1 ‘
i | wamings i N
. | Ask a doctor betore use if you have i '
{ | glaucoma. Ask a doctor or pharmac st T"T" . 54 Pt- Heh
: || before use If the child Is under 6 years of . v
I} age. Keep this and ail drugs out of the react: | | o
| of children. if , seek pr [ i -
. | ssslstance or contacta Polson Control I : ——
1 § Center mmediatety. i ! ! — i
. [
11 when using this product | ‘ -
I' M to awid contamination, do not touch tip o ' - -
. ] of container to any surface. I N
| § @ repiace cap after sach usa l | ! — |
: | % do not usa if liquid changes color or . [—
! bacomas doudy P )
i | ™ overusa may cause more sye redness ' ] . IR
. | ®remove contact ienses before using N R
i — 0.5 pt. Haii
- § Stop use snd ask a doctor i f '
| § ® you experience eye pain P,
i M changes in vislon oceur . '
. | ® continued redness o irritation of the eye [ '
| ¥ W condition worsens or persists for mors l ' 5
. than 72 hours M ]
= - - 2.5 pt. Bont
{ § Directions . !
. | W Instill 110 2 drops in the affscted eya(s) up ' )
| to four timas daily. 1 H
11 lnactive Ingredients & 1 1 7.2 pt. Heh
i i ' =
I |
i .



.5 Oz. Artificial Tear Eye Drops

Logo
Sterile
Artificial
Tears
]

+ Lubricant Eye Drops

.51 oz. (15 mL)
\

)

INDICATIONS: For the temporary czbel of burming and itRation due o
dryness of the eye.
DIRECTIONS: Insthl 1 or 2 drops n the affected eye(s) s needed

FOR USE M THE EYES ONLY.
WARNINGS: Before using with chiicen under 6 years of age, consuk
Yaur physician. Keep this and a8 4GS Bl of the reach of chidien.
case O accidental ingestion, seek professional asshstance or contact 1
Poison Control Center mmediatedy Note warnings on box.
Active Ingradients; Polyvinyl Alcohol. 1.4% and Povidon 0 6%
nactive Ingredients; beazalkanium chioride. EDTA, purified water, sodi
um chiocide, sodium phosphate monobasic and diasic
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT. F TAMPER DVIDENT CAP IS REMOVED. DO NOT USE
Oistriburted by oc Mandfactured by

AEOS-U‘M)




1 Oz. Artificial Tears Eye Drops

( Logo

Artificial
Tears
]

* Lubricant Eye Drops

k1 fl. oz. (30 mL)

INDICATIONS: For the temporary reel of discomion from minor eﬂ\
imitations. Refieves redness of e zye due to minor eye imiations.
DIRECTIONS: Instll 1 10 2 drogs in the affected eye(s) i needed.

FOR USE W THE EVES OMLY.
WARNINGS: Before using with children under 6 pears of age. consuk
your pirysician. Keep this and s drugs 0wt of the reach of childcen. 1
case of accidental ingestion, seel professional assistance or conlact 4
Poison Control Canter immediatety. Note warnings oa bar,
Active Ingredients: Potyvinyl Acobal. 1.4% end Povidone 0.6%
Inactive Ingredients: benzakonium chiatide. EDTA, purified witer, sodi-
um chioride, sodium phasphate monabasic and dibasic.
KEEP CONTAMER TIGHTLY CLOSED.
TAMPER EVIDENT: ¥ TAMPER EVIOCNT CAP 1S REMOVED, DO NOT USE

Distributed by of Manufactured by
uos-umoo)
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STERILE

Artlflclal
Tears

LUBRICANT EYE DROPS

* Relieves Dry Eye Feeling

» Relieves Minor Eye
Irritation

+* Lubricant Eye Drops

TO OPEN BOTTLE:
Twist tamper evident
top untif loase, lift and
discard. Tum inner cap
In counterclockwise
direction to use prod-
uct.

STORAGE: Store at

room 15°

to 30°C (59° to 86°F).

Drug Facts

Active Ingredients Purpose

f N
4
|

—12.6 pt. Helvetica Bold

—— 7.2 pt. Heh

5.4 pt. Heh

Povidone 0.6%.

Uses

M Reliaves radness of the eye due to minor eye
Irdtations

8 For use as a protectart against further
irdtation of to relieve dryness of the eye.

|

S

Wamings

Ask 8 doctor betore use If you have
glaucoma. Ask a doctor or pharmacist
before use if the chiid ls under & years of
age. Kw“-\dllauglomo'memch
of chlidron. K d, seek professi
esslctance or contact & Poha-\ Control
Ceater inmediately.

When using this product

# o avold contamination, do not touch tip
of cortainer 10 any surface.

M replacs cap after sach use

& do not use If kiquid changes coler or
bacomas doudy

@ overuse mxy Cause more eye rednass

B remove contact lenses before using

-

P

—

-1— 5.4 pt. Heh

—— 5.4 pt. Heh

0.5 pt. Hait

Stop use and ssk a doctor if

W you sxperience eye pain

& changes in vision occur

W cortinued redness or irtation of the eye

M condition worsens or parsists for mors
than 72 hours

e e T T T

i il IRy R PR ST AU B

Directions
W Instll 1to 2 drops in the atlecled sye(s) up
10 four fmes daity.

'T

— 2.5 pt. Bont

lnactive ingredients —&—-
benzalkonium chiaride, EDTA, purified water,
sodium chiotide, sodum phosphate
monobasic and dibasic

P S —

L
N~
\__._______\\
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7.2 pt. Heh



.5 Oz. Artificial Tear Eve Drops

Logo
Sterile
Artificial
Tears
I

« Lubricant Eye Drops

5 fl. oz. (15 mL)

\C

~

INDICATIONS: For the temporary rekel of buming and riation due to
dryness of the eys
DMECTIONS: instl 1 o 2 drops in the atfected eyels) ¥s needed

FOR USE M THE EVES DMLY
WARKINGS: Before Using with chlidren under 6 years of age, comsuk
your physician. Keep this and #8 drugs oul of the reach of children. In
case of sccidental ingestion, sesk professionsl assisiance of contact »
Poison Contrnd . enter fmmediately. Note warnings on box
Ketive Ingredients: Poyvinyl Aicohol, 1.4% and Povidone 0.6%
Inactive ingredients: benzakooium chioride. EDTA, purtfied water, sodi-
um chioride. sodium phosphate monobasic and dibasic
KEEP CONTAINER TIGRTLY CLOSED.
TAMPLR EVIDENT: F TAMPER EVIDENT CAP £5 REMOVED, DO NOT USE

Distributed by or Manuactured by
AE05 uoooy




1 Oz. Artificial Tears Eve Drops

( Logo

Artificial
Tears
]

> Lubric nt Eye Drops

k1 fl. 0z, (30 mL)

\
INOICATIONS: For the lemporary reliel of discomiort from minac eye
imations. Refieves redness of the eye due 1o minor eye iTkations.
DRECTIONS: Instil 1 t0 2 draps in the affected 2ye(s] &s needed.

FOR USE N THE EYES OMLY.
WARNINGS: Before using with chidren under b years of age, consull
your physician. Xeep tNis and al drugs out of the reach of children. In
case of sl ingestion, seek prolessional assistance or contact a
Poison Controf Canter imvnediately. Kote wamings on box.
Active Ingrediants: Polyvinyl Akohol, 1.4% aad Povidons 0. 6%
Inactive Ingredieats: denzakonium chioride. EDTA, purified water, sodi
um thionide, Sodim phasphate monabasic and dibasic
KEEP COMTAINER TIGHTLY CLOSED,
TAMPER EVIDENT: ¥ TAMPER EVIDENT CAP S REMOVED, 0O NOT USE

Dist. nted by o Manutactured by:
AEOS-'I)OOOOJ
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1 Oz. Artificial Tears

Artificial
Tears
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Drug Facts

Active Ingredients Purpose
Polyviny! Alcohal 1.4%. —.........Demulcent
f 0.6%. Demuicent ]

—— 7.2 pt. Heh
-——+—5.4 pt. Hel

i
- e

Uses

& Rolieves redness of the eye due to minor eye
irfitations.

W For use as a protectant against furthe:
Iritation of to refieva dryness of the eye.

;
1

Ak

S DN D

STERILE - 5.4 pt. Heh

f Artificial
Tears

Wamings

Ask a doctor before use ¥ you heve
glsucoma. Ask a doctor or pharmacist
before uge if the chlid is under 6 years of
age. Keqal\hmdtllaug-omolhmd\
ot chlidren. ¥ L]

sssistance or contact s Pol-on Control

i

+— 5.4 pt. Heh

|
|
1
|
{
I
[
|
!
|
I
[
1 | Center immedintoly.
|'} when using this product
|
|
|
I
{
I
|
I
{
|
i
f
!
|
|

@ to avold contamination, da not touch tip
of container fo any surface.

H replacs cap aftsr sach use

W do not use if liquid changas color or
becomes doudy

LUBRICANT EYE DROPS

» Relieves Dry Eye Feel_jng

IIIIiIIII
®

N overuse may Cause more aye redness
| remove contact lenses befare using

0
R g g g

0.5 pt. Hait

Stop use and ssk a doctor I

B you sxpecience sye pain

W changes in vislon ocour

& cortinued redness of irritation of the eye

A condition worssns or parsists for more
than 72 hours

TO OPEN BOTTLE:
Twist tamper evident
top unti loose, lift and
discard. Tum inner cap
in counterclockwise
direction to use prod-
uct

STORAGE: Store at
room lemperature 15°
to 30°C (59° to 86°F).

+ Relieves Minor Eye
Irritation

| T [P DRI

— 2.5 pt. Bort

i

* Lubricant Eye Drops

_-__-.._.'}'

3

Directions
W instill 1 to 2 drops in the affected eya(s) up
to four times daity.

Inactive ingredients & 7.2 pt. Heh

benzaikonium chiorida, EDTA, purified water,
sodium chloride, sodum phosphate
monobasic and dibasic

———e

_{
\_




EYEDROPS .5 0Z. AND 1 OZ.

FIRST AID/SAFETY MARKET
5 oz. Tetra

MIAMI MARKET-EXPORT

.5 oz. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
5 0z. Artificial Tears

AARP Retired Persons Pharmacy

1 oz. F-455 PVA Lubricant Eyedrops
1 oz. F-707 PVA Povidone Eyedrops
1 0oz. R-450 Eyedrops

1 oz. Extra Eyedrops

1 oz. Relief Eyedrops

ALBERTSONS
5 0z. Tetra Eyedrops
5 0z. Extra Eyedrops

ALPINE DISTRIBUTORS
.5 0z. Tetra Eyedrops

AMERICAN DRUG
.5 0z. Extra Eyedrops
.5 0z=-Relief Lyedrops

AMES

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

BRUNOS

.5 0z. Tetra Eyedrops

.5 0z. Extra Eyedrops

.5 0z. Relief Eyedrops

CERTIFIED GROCERS
. 5 oz. Tetra Eyedrops



DEMOULAS
.5 0z. Tetra Eyedrops
.5 Extra Eyedrops

DUANE READE

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

FEDERATED FOODS

.5 0z. Tetra Etyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

GENOVESE

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
5 oz. Artificial Tears

GRANDALL
. 5 0z. Tetra Eyedrops

GRANDPAS
.5 0z7 Tetra Eyedrops

GRAND UNION
.5 0z. Tetra Eyedrops

HARMON DISCOUNT

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears

HARRIS TEETER
1 oz. Tetra Eyedrops
1 0z. Relief Eyedrops



KROGER/PEYTON

1 oz. Tetra Eyedrops
1 oz. Extra Eyedrops
1 oz. Relief Eyedrops

LONGS

.5 0z. Tetra Eyedrops
5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
.5 0z. Artificial Tears
1 oz. Tetra Eyedrops

1 oz. Extra Eyedrops

1 oz. Relief Eyedrops

MARSH
.5 oz. Tetra Eyedrops

MCCLANE/CVP
.5 oz. Tetra Eyedrops

NASH FINCH

.5 0z. Tetra Eyedrops
.5 0z. Extra Eyedrops
5 o0z. Artificial Tears

PAHTMARK"

.5 0z. Tetra Eyedrops
5 0z. Extra Eyedrops
.5 0z. Relief Eyedrops
5 0z. Artificial Tears

PUBLIX

5 0z. Tetra Eyedrops
.5 0z. Relief Eyedrops
5 o0z. Artificial Tears

REPUBLIC DRUGS
.5 0z. Tetra Eyedrops

RITE AID

1 oz. Tetra Eyedrops

1 oz. Extra Eyedrops

1 oz. Relief Eyedrops



SAFEWAY /VONS

5 oz.
b oz.
b oz.

SHOPKO
.5 oz.
.5 0z.

Tetra Eyedrops
Extra Eyedropc
Tetra Eyedrops

Tetra Eyedrops
Artificial Tears

SUPERMARKET SERVICES

.5 o0z.
.5 oz.
5 o0z.
.5 oz.

VALUE

b oz.
5 0z.
b oz.
.5 oz.

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops
Artificial Tears

STAR

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops
Artificial Tears

WALGREENS

5 0z.
.5 o0z.
.5 o0z.

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops

.5 0z. Artificial Tears

WINN DIXIE

b oz.
5 oz,
b oz.
b oz.

Tetra Eyedrops
Extra Eyedrops
Relief Eyedrops
Artificial Tears



